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1. Patient identifier 2. Age ot time 3. Sex 4. Waeight 1. Name (give labaied strength & mirflabeler, if known)
of 3
adult ( Yfemale Junk lbs #1 unspecified TYLENOL tablets
or 7]
(X)male kgs |7 Dose, frequency & routs ussd S Therapy dates Uf unknown, give duration)
0 0 fromno (or best estimate)
mmtoo.d'foculmdfmcﬁml #1 2 tabs, qBh or so prn, pd#!  unknown dates
stuibuted to adverss event 2 #2
() dasbiity 7. Diagnosis for use (indication) ‘Jﬁm abated after use
] 6'3’211996 () congenitsl snomely #1 severe pain in upper abdominal regi pped or dose reduced
¢ ) required intervention to prevent # () Yes () No (X) N/
W-Nﬂ}aw 2
() other 0. Lot # lif known) 7. Exp. date (i Enown) |#2 ¢ ) Yes () No ( ) N/
4. of this report #1  Unknown n Unknown 3. Event reappearsd sfter
04/18/00 7 #2 relntroduction
{meldeyiy
#1 () Yes ¢ ) No (X) N/

Sumeons & Cowplaint of DEATH B LIVER

Notification rec’d via
FAILURE allegedly associated w/ an unspecified TYLENOL®

tablet product. During or before 3/98, pt presented to
physician conplaining of severe pain in upper sbdominal
region. Physician reportedly prescribed over-the-counter
TYLENOL as needed for pain. At this time, pt began teking 2
tabs of an unspecified TYLENOL product every 8 hours or $o.
n or about 3/31/98, pt wes admitted to hospital for
aspecified treatment of upper sbdominal pains. After being
relessed 1 vk later without a disgnosis, physician again
prescribed TYLENOL as needed for pain. On or about 4/8/98,
pt presented to ER complaining of upper abdominal pains. A
tiver function test wes spparently not performed at this
time. On or about 479798, pt presented to another ER
complaining of the same upper abdominal pain. Pt was
adaitted to hospitat & reportedly diagnosed w/ APAP
taxicity. On /11798, pt died. Cause of desth wes reportedly
Liver failure due to APAP (TYLENOL) toxicity. (See Sect B&)
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#2 () Yes € ) No () N/

10. Concomitant medicsl products and therapy Gates lexciude treatment of svent}
unknown :
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rriﬁm estaliaboratory data, including dates
unknouwn

(Sect BS cont): APAP levels were not provided. Pt
reportedly ingested TYLENOL in sccordance With di rections
furnished by his physicians.

APR 2 6 2000

7. Other relevent history, including praexisting ‘medical conditions {8.9.. allergies,

race. pregnancy, smoking and alcoho! use, hepatic/renal dysfunct!on, etc.)

DSS

APR 27 2000

Submission of a report does not constitute an
admission that medical personnsl, user facility,
distributor, manufacturer or product caused or
contributed to the svent.
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. Raport source ‘
7050 Camp Hill Road {check s¥ that apply
Ft. Washington, PA 19034 ¢ ) foreign
<) study
2“““ ¢ ) fliterature
APR 2 6 (x) consumer
' i?au received by manutscturer 5. <) "p?&'?.ml
04/17/00 (A} NDA # 19-872 <) user facility
@, If IND, protocol # IND #
PLA # () representative
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report oTe ¢ ) other:
{check ali that spply) product  (X) Yes
) 5-day (X)ls-d.v “Adverss avent termis)
() 10-dsy( ) periodic
(X) Initiet ) follow-up # DEATH LIVER FAILURE
3. Mfr. report number
1349943A
d ele

1.N-ma.-ddn“&phon-l

7. Health professional? 3. Occupation

¢ ) Yes (X) No attorney

() Yes ¢ ) No (X) Unk




